UNITED STATESDISTRICT COURT
EASTERN DISTRICT OF LOUISIANA

MDL NO. 1355
IN RE: PROPULSID
PRODUCTSLIABILITY LITIGATION SECTION L
JUDGE FALLON

MAG. JUDGE ROBY

THISDOCUMENT RELATESTO ALL CASES

ORDER AND REASONS

Before the Court is plantiff Virginia Gal Joness motion filed in connection with her class action
seeking certification of a nationwide class under Federal Rule of Civil Procedure 23(b)(2). For reasons

st forth baow the motion is DENIED.

I. BACKGROUND
A. Introduction
Propulsd is the trade name for afamily of prescription drug products which contain the active
pharmaceutica ingredient Cisapride. It was approved by the U.S. Food and Drug Administration
(FDA) in 1993 to be used in treating the symptoms of nocturna heartburn due to gastroesophaged

reflux disease (GERD). Propulsid is manufactured by Janssen Pharmaceutica, Inc., which isawhally
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owned subsidiary of Johnson & Johnson. Janssen Pharmaceuticas United States headquartersis
located in Titusville, New Jersey.

It is dleged that dangerous heartbest irregularities develop when Propulsid is consumed by
some individuas in certain circumstances and that as early as 1993 the defendants, through adverse
drug reports, became aware of heart problems associated with the ingestion of Propulsid.
Nevertheless, according to plaintiff, the defendants perssted in aggressvely marketing Propulsid by
mideading potentid consumers, physicians, and other hedthcare providers concerning the safety,
efficacy and risks associated with the use of the drug.

On March 23, 2000 Janssen announced its decision to end generd distribution of Propulsid in
the United States as of July 14, 2000. The stated reason for the removal of the drug was that, despite
clear labd warnings regarding Propulsd's adverse effects when combined with contraindicated
medicines and risk factors, the drug was being ingppropriately prescribed by physicians. It is estimated
that prior to its remova some thirty million U.S. resdents had taken Propulsid. Following its removd,
thousands of damants began filing suits againgt Johnson & Johnson and Janssen Pharmaceuticain
federd and state courts across the country.

On August 7, 2000, the Judicid Panel on Multidigtrict Litigation (JPMDL) conferred
multididrict litigation status on the Propulsd suits filed in the federd courts, and pursuant to Title 28,
United States Code, Section 1407, transferred al federal Propulsid suitsto this Court to coordinate
discovery and to consolidate pretrial matters. Shortly thereafter, this Court gppointed committees of
counsdl to represent the parties, and the litigation commenced. This multidigtrict litigation, designated

MDL-1355 and captioned In re Propulsid Products Liability Litigation, involves hundreds, perhaps
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thousands of individua damantsinduding over thirty class actions from some fifteen Sates, dl dleging
various tort and products liability claims againgt the manufacturers of Propulsid.

After aperiod of discovery, the Flantiffs Steering Committee filed the present motion for
certification of anationwide class under Federd Rule of Civil Procedure 23(b)(2). The pleadings alege
various wrongful acts by the defendants and specify numerous theories of liability under both New
Jersey law and the "laws of any state whose law may be found to be applicable to thiscase” These
theories of liaility include: negligence; fraud; falure to warn; drict products ligbility; defective design;
breach of express warranty; breach of implied warranty; and knowing conced ment, suppression or
omisson of amaterid fact.

Rantiffs Steering Committee requests equitable rdief in the form of medicd monitoring in
addition to the establishment of aclinica study, the purpose of which isto examine the long-term effects
of Propulsd. They aso seek monetary reimbursement for the purchase of Propulsid.

The class representatives are Virginia Gail Jones and Patrick Luckman. Presently it isonly the
clams of Ms. Jones and those similarly Situated that are the subject matter of thismotion.* The putative
class congsts of al such personsin the United States who purchased and/or used Propulsid. Also

included in the class are any other such persons assarting their right to sue the defendants independently

! At thistime the Plaintiffs Steering Committee does not seek class certification of the
clams of Patrick Luckman and others smilarly stuated seeking damages for persond injury resulting
from the use of Propulsd. Plaintiffs Steering Committee has reserved itsright to pursue class
certification of such damsat alaer time. At present they seek class certification of only those clams
typica of Virginia Gail Jones, namely those claimants who have not suffered a cardiac incident but
nevertheless seek equitable rdief in the form of the establishment of aclinicd study and amedica
monitoring program to determine whether they suffer from alagting effect of Propulsd after
discontinuing their use of the drug.
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or derivatively by reason of their persond relationship with persons who used Propulsid, including

without limitation, spouses, parents, children, dependents, and other relatives or significant others.

B. Medical Background
Prior to any legd andlysis of the certifiability of plaintiff's clams as a class action, a discussion of
the pharmacology of Propulsd as well as the anatomy and dectricd behavior of the human heart is

helpful in understanding the issues raised in this case.

1. Pharmacology of Propulsid

Propulsd was developed to treat gastroesophaged reflux disease (GERD). GERD isthe
abnorma backflow (reflux) of ssomach acidsinto the esophagus, the tube that leads from the throat to
the ssomach. This backflow occurs because the vave between the lower end of the esophagus and the
stomach (the lower esophagea sphincter) does not close tightly enough. The main symptom of GERD
is frequent heartburn. Some drugs treat this condition by neutrdizing acid in the digestive tract or by
decreasing the amount of acid produced by the ssomach.

Propulsd isuniquein thet it isa prokinetic or motility agent. It trests GERD by increasing the
rate a which the esophagus, ssomach, and intestines move food during digestion. It dso increasesthe
rate at which the somach emptiesinto the intestines and increases the strength of the lower esophagedal

sphincter.

2. The Anatomy of the Heart



The human heart is a pear-shaped structure about the size of the possessor'sfidt. It lies
obliqudly within the chest cavity just left of center, with the gpex pointing downward. The heart is
congructed of agpecia kind of muscle caled myocardium and is enclosed in a double-layered,
membranous sac known as the pericardium. A wall of muscle divides the heart into two cavities. The
left cavity pumps blood throughout the body, while the right cavity pumps blood only through the lungs.
Each cavity isin turn divided into two chambers, the upper ones are cdlled atria, the lower ones,
ventricles.  Venous blood from the body, containing large amounts of carbon dioxide, returnsto the
right atrium. From there it enters the right ventricle, which contracts, pumping blood through the
pulmonary artery to the lungs. Oxygenated blood returns from the lungs to the left atrium and enters the

left ventricle, which contracts, forcing the blood into the aorta, from which it is distributed throughout

the body.

3. The Electrical System of the Heart

In the normd heart, the heart beeat (or heart contraction) originates in the naturd pacemaker of
the heart, the sinoatrid node (S.A. node) located high in the right atrium. The heart best is caused by a
gpecid group of cdlslocated in the SA. node that have the ability to generate eectrica activity by
separating charged particles and lesking them into the extra-cdllular space. The eectrica impulsesin
the heart are created when the charged ions of sodium, potassium and other ions such as calcium pass
via minute channds through the walls of the cardiac cells. This charge travels across the atria to another
speciaized group of cells cdled the arioventricular node ("AVN"). Once there, the Sgnd encounters a

"delay” that dlows both atria to contract which resultsin thefilling of the larger ventricular cavities with
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blood. Under norma circumstances the sgnd then travels through the pathway in the septum (the wall
between each ventricle) and then dong each ventricless bundle branches to the ventricles themsdves
which respond by contracting and pumping the blood out to the lungs and the rest of the bodly.

Although the pacemaker cdlls create the electrica impulse that causes the heart to beet,
numerous nerves regulate the rate a which the pacemaker cellsfire and control how strongly the heart
contracts. One of these nerves, the vagus nerve, starts at the brain and runs down asfar asthe
stomach performing numerous tasks dong the way, including the regulation of the heart rate. These
nerves are part of the autonomic nervous syslem. This nervous system operates without conscious
control and governs the function of glands and muscles. The autonomic nervous system has two
parts—the sympathetic nervous system and the parasympathetic nervous sysem. The sympathetic
nerves increase the heart rate and increase the force of contraction. The parasympathetic nerves do the
opposite.

When the normd beating of the heart is disturbed, the heart can best irregularly or erraticdly.
Thisirregularity isknown as an arhythmia. Arrhythmias may be trivial and asymptometic or severe and

potentidly life threatening.

4. The Electrocardiogram

The dectrocardiogram (ECG or EKG) is arecording of the eectrical waves produced by the
above described dectrical activity of the heart. The orderly progression of the dectric impulses or
waves associated with the heart begat are plotted on graph paper which alows for visudization of the

heart's dectricd activity dong with a measurement of the heart rate. Each wave onthe EKG is
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designated by aletter: P, Q, R, S, and T. The Q-wave isthe beginning of the eectrica discharge of the
ventricles. The T-wave represents repolarization of the heart. The time |apse between the Q-wave and
the T-wave isthe QT interval. Thisinterva represents the time it takes for the ventricles to discharge
(or contract) and recharge (or recovey).

Because the QT interva varies with the heart rate, it must be corrected using one of severd
formulas avalable before a meaningful analysis may be made. The formula corrected measurement is
referred to as QTc.

In perfectly hedlthy people, the QTc interva varies throughout the day by as much as 50 to 75
milliseconds. Individuas with a prolonged QTc interval are at risk for developing a condition known as
"torsade de pointes' (twisting of the points) which isaform of ventricular tachycardia (dbnormally fast
heart rate) and is characterized by along QTc interval and a short-long-short sequence in the beat

preceding its outset.?

5. Propulsid's Effect on the QTc Interval

It is not contested that Propulsid can temporarily induce a prolongetion of the QTc interva
under certain circumstances. What is debated by the parties is whether Propulsid has alasting or
permanent prolonging effect on the QTc interval after cessation of use. Defendants suggest that thereis
no basis in science to support such a postion.

As explained above, the heart begt is caused in large part by the movement of potassium,

2 A QTcintervd of greater than 0.46 seconds is generaly considered by the cardiology
community to indicate a high possbility for future cardiac arrhythmias.
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sodium and cacium ionsin and out of heart cells through what are known as ion channes which are
units of protein on the surface of the heart cells. Propulsid can cause atemporary prolongetion of the
QTc interva by chemicaly blocking the potassum ion channels. However, according to defendants
expert, these ion channds are very short lived and turn over congtantly in the heart. Furthermore,
because Propulsid has a half-life® of less than one day in the body, within minutes the drug washes out
of the potassum ion channdls. Defendants experts contend that the potassium ion channd isthe only
ion channd affected by Propulsd.

On the other hand, relying on the report of her expert, Dr. Joe Morganroth, plaintiff contends
that thereis empiricd evidence that Propulsd has alasting effect on the heart's ectricad system so asto
prolong the QTc interva well beyond the cessation of the use of the drug. In arriving at this conclusion,
Dr. Morganroth consdered dl available medicd literature concerning the effects of Propulsid on the
QTcinterva. Additiondly, Dr. Morganroth relied on the study which he conducted dong with William
Shell, Elizabeth Charuvastra, Fernando DeMesa, and Michadl Vincent. The study (referred to asthe
"Shel" study) examined individua ECG's obtained before, during and after Propulsd usein nine

patients selected because of symptoms consistent with an arrhythmic event while on Cisapride* From

3 The period over which the concentration of a specified chemica or drug takesto fdl to
haf itsoriginal concentration in the specified fluid or blood.

4 Shell WE, Morganroth J, Charuvastra E, Demesa F, Vincent G, Sustained prolongation
of the QTc interva following discontinuation of adrug that prolongs cardiac repolarization, Circulation
104:11-490, 2001.

In this study the mean duration of adminisiration of Propulsd was 16 +/- 13.8 months. The
mean time from the discontinuation of the drug to the last ECG available was 10.3 +/- 14 months. The
mean QTc interva before Cisapride was 0.415, during was 0.484, and after was 0.492. The QTc
interva fell toward basdline in three of the nine patients, while it remained elevated or increased in six of
the nine patients.
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the data obtained in the study, Dr. Morganroth concludes that Propulsid has an enduring, post-
cessation prolonging effect on the QTc intervd. Plaintiff dso suggests that the research report
generated from the CIS-NED-32 on-going study supports the conclusions rendered by the plaintiff's
experts. Defendants contest this conclusion.

In an effort to explain the biologic feasability of Propulsd's dleged enduring effect in light of
Propulsd's short hdf-life and the fact that the potassum ion channels dissipate over time, plaintiff's
expert, Dr. Dwain L. Eckberg, postulates that the alleged persistent prolonging effect of Propulsid on
the QTc interva may be attributed to Propulsd's long-term, if not permanent, effects on the autonomic
nervous system. Dr. Eckberg concludes that Propulsid acutely disturbs autonomic cardiovascular
regulation and causes prolonged imparment of important vagus nerve mechanisms.

With these medicd factorsin mind, it is now gppropriate to begin an andysis of the legd issues.

1. ANALYSIS

A. Articlelll Standing

The plaintiff, as the party invoking federd jurisdiction, bears the burden of establishing that she
has standing under Article I11 of the U.S. Condtitution to bring her clam. Lujan v. Defender s of
Wildlife 504 U.S. 555, 559-60 (1992). This constitutional prerequisite must be met before a class
certification inquiry can commence because it determines the Court's power to hear the case. Rivera
v. Wyeth-Ayerst Laboratories, 283 F.3d 315, 318 (5th Cir. 2002); see also Bertulli v. Indep. Assn
of Cont'l Pilots 242 F.3d 290, 294 (5th Cir. 2001)(standing is an inherent prerequisite to the class

certification inquiry). Article I11 standing requires that three elements be satisfied. Defender s of
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Wildlife 504 U.S. a 560. Failureto establish any one of them deprives afedera court of jurisdiction
to hear the suit. 1d.

Firg, the plaintiff must have suffered an "injury-infact” which is defined as an invasion of a
legdly protected interest thet is () concrete and particularized and (b) actud or imminent, not
conjecturd or hypotheticd. 1d. (citations omitted). Furthermore, the injury-in-fact test requires more
than an injury to a cognizable interest. 1t requires that the party seeking review be himself among the
injured. Serra Club v. Morton, 405 U.S. 727 (1972).

Second, acausa connection must exist between the injury and the conduct complained of. In
other words, the injury must be fairly traceable to the chalenged action of the defendant, and not the
result of the independent action of some third party not before the court. Defenders of Wildlife, 504
U.S. at 560.

Third, it must be likely that the injury will be redressed by a favorable court decision.
Defenders of Wildlife, 504 U.S. at 561.

At the class certification stage, however, the question of whether the plaintiff has satisfied the
elements of standing requires that the Court assume the truth of the facts dleged by the plaintiff. See
Defenders of Wildlife 504 U.S. at 561 (each element must be supported in the same way as any other
matter on which the plaintiff bears the burden of proof, i.e., with the manner and degree of evidence
required at the successve stages of the litigation); Eisen v. Carlisle & Jacquelin, 417 U.S. 156, 178
(1974) (preliminary inquiry into the merits of the case is not proper a the class certification stage).
Thus, the andard is Smilar to that used by a court in evaluaing a mation to dismiss under Rule

12(b)(6) of the Federal Rules of Civil Procedure. Utilizing this standard, it is appropriate to review

-10-



these dements of standing.

Firg, with regard to the injury-in-fact ement of standing, plaintiff alegesthat her prior
consumption of Propulsid has increased her risk of sustaining heart disease and/or related cardio-
dysfunctions. Although the parties vigoroudy dispute whether Propulsid has a permanent or long-term
hazardous effect on the heart after discontinuance of the use of the drug, & this stage in the litigation
plantiff has satisfied her burden of establishing this eement because the courts have long recognized
that an increased risk of harm, which the plaintiff dleges, isan injury-infact. See Friends For All
Children, Inc. v. Lockheed Aircraft Corp., 746 F.2d 816 (D.C. Cir. 1984); Inre Paoli RR. Yard
PCB Litigation, 916 F.2d 829 (3d Cir. 1990); In re Orthopedic Bone Screw Products Liability
Litigation, 1999 WL 455667 (E.D. Pa.).

The sacond eement of standing is causation. This eement is satisfied when the injury dleged is
farly traceable to the chalenged action of the defendant. In this case the drug which alegedly produces
long-term harmful effects was manufactured by the defendants. Plaintiff traces her aleged injury to the
defendants fallure to adequately test the drug and their failure to sufficiently warn of the dangers of the
drug. A potentid intermediary in the chain of events may be the physicians who prescribed Propulsd
to ther patients. See In re Norplant Contraceptive Products Liability Litigation, 165 F.3d 374
(5th Cir. 1999) (noting the gpplicability of the "learned intermediary doctrine’). However, this
congderation, & least at the class certification stage, does not negate the fact that the dleged injury is
farly traceable to the dleged wrongful acts of the defendants.

Thethird and final consderation relaive to Article 111 standing is that of redressability of the

dleged injury by afavorable court decison. In this case plaintiff seeks equitable rdief in the form of the
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cregtion of amedica monitoring program to provide testing, preventive screening and survelllance for
conditions resulting from the consumption of Propulsid, as well as the establishment of amedica
research and education fund and amedical/legd registry. Plaintiff dso seeks retitution of dl money
acquired from the sale of Propulsid to plaintiff and members of the putative class. The Court finds that
such relief would redress the dleged injury suffered by the plaintiff and the putative class. Because
plantiffs have satisfied the dements of Article 111 standing at this stage of the proceeding, the Court may
now proceed to an andyss of whether this action may be certified under Rule 23 of the Federd Rules

of Civil Procedure.

B. Choiceof Law

The plaintiff brings her daim under the diversity of citizenship jurisdiction of this Court pursuant
to 28 U.S.C. § 1332. Accordingly, state substantive law will apply. See Erie Railroad Co. v.
Tompkins, 304 U.S. 64 (1938). At the outset the Court must determine which state's (or states)
Subgtantive law will govern the class.

It isawdl established principle that afederd court Stting in diversity must goply the choice-of-
law rules of the forum gtate in determining which state's subgtantive law to apply in the case. Klaxon v.
Sentor Elec. Mfg. Co., Inc., 313 U.S. 487 (1941). Inthe MDL setting, the forum state is usually the
date in which the action was initidly filed before it was transferred to the court presiding over the MDL
proceedings. In the present case the plaintiff filed amaster complaint in the MDL proceeding on
October 5, 2001 and smultaneoudy filed a nearly identica complaint in the U.S. Digtrict Court for the

Southern Didtrict of Indiana The Indiana complaint was subsequently transferred to this Court

-12-



pursuant to 28 U.S.C. § 1407 to beincluded in the MDL proceeding. The Plaintiffs Steering
Committee seeksto utilize the Indiana uit as the basis for a choice-of-law analyss. Defendants, on the
other hand, argue that the MDL master complaint should be used. Thus, as athreshold matter this
Court must decide which complaint—the master complaint filed in Louisana or the complaint filed in
Indiana—should be used in the choice-of-law andysis.

Defendants note that dthough the master complaint and the Indiana suit were filed on October
5, 2001, the Indiana suit was not transferred to the MDL proceeding until December 31, 2001, nearly
three months after plaintiff Jones's appearance in the master complaint. Defendants argue that since the
master complaint was the first to be filed in the MDL proceeding, it should be used to determine the
gpplicable choice-of-law rules. Accordingly, defendants urge this Court to apply Louisianas choice-
of-law rules in determining the substantive law gpplicable to the putative class action since the master
complaint wasfiled in Louisana

Paintiff correctly notes that the master complaint was filed pursuant to this Court's Pretria
Order No. 2. Paintiff argues that the master complaint is nothing more than an administrative device
used by the Court to streamline pleadings and motion practice. Therefore, asit isnot atraditiond
complaint, according to plaintiff, Louisanas choice-of-law rules do not come into play. Instead,
plaintiff argues that Indianas choice-of-law rules gpply because that is where the true complaint was
filed. The answer to this conundrum requires an andysis of the nature and origin of the master

complaint in MDL proceedings.

1. The Legal Nature of a Master Class Action Complaint and the Rule of Lexecon
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Master complaints are often used in complex litigation, dthough they are not specificaly
mentioned in either the Federa Rules of Civil Procedure or in any federd statute® They seem to be
grounded ingtead in the generd provisons of Rule 42(a) of the Federd Rules of Civil Procedure. Rule
42(a) broadly authorizes district courts to consolidate actions pending before the court and to make
such orders "as may tend to avoid unnecessary costs or delay.” Courts have interpreted Rule 42(a) to
authorize the filing of aunified or master complaint in cases consolidated both for pretria discovery and
for trid. See Katz v. Realty Equities Corp. of New York, 521 F.2d 1354 (2d Cir. 1975); Inre
Equity Funding Corp. of America Securities Litigation, 416 F. Supp. 161, 175 (C.D. Cal. 1976);
see also Hebert B. Newberg & Alba Conte, Newberg on Class Actions 89.27, at 269 (2d ed. 1985).
In both Stuations, consolidation is not supposed to "merge the suits into asingle cause, or change the
rights of the parties, or make those who are partiesin one suit partiesin another." See 9 CharlesA.
Wright and Arthur R. Miller, Federal Practice and Procedure 82382, at 255 (1971) (hereinafter
"Wright & Miller"). Rather, consolidation isintended only as a procedura device used to promote
judicid efficency and economy. See Diana E. Murphy, Unified and Consolidated Complaintsin

Multidistrict Litigation, 132 F.R.D. 597 (1991) (hereinafter "Murphy").

5 The use of amaster class action complaint is documented in casessuch asinre
Bridgestone/Firestone, Inc. Tires Products Liability Litigation, 155 F.Supp.2d 1069 (S.D. Ind.
2001). However, in that case it was not necessary to address the nature of the master complaint asin
this case.

In Bridgestone/Firestone a master complaint asserting a nationwide class action wasfiled in
the Southern Didtrict of Indiana. In determining which state's choice-of-law rules would apply to the
class, the court noted that "the parties agree that this Court should be treated as the forum court
because Flaintiff filed their master complaint in this Court.” Accordingly, the Bridgestone/Firestone
court applied Indianas choice-of-law rules. In re Bridgestone/Firestone, 155 F. Supp.2d at 1078.
Thereis no such agreement in this case.
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Although the use of a consolidated or master complaint is mentioned as an option in a checklist
found in the Manual for Complex Litigation (Third), the manua does not address the ramifications or
effects of master complaints on the future course of the litigation See Manual for Complex Litigation
(Third) 8 40.1(6), at 414 (1995). Some commentators have astutely observed that master complaints
in class actions may create substantive problems despite their intended purpose as an adminidrative
vehicle to dreamline the litigation. See Murphy, supra; Arnold Levin, MDL/Class Actionsin Mass
Tort, Pharmaceutical, and Toxic Litigation, Ann. 2001 ATLA-CLE 2793 (2001). These concerns
arewel| founded.

If the master complaint in the present case were to be treated as a traditiona complaint, many
sgnificant and perhaps unintended consequences would follow. Firg, it would make gpplicable
Louisands choice-of-law rules even though the class action for which class certification is sought was
filed in Indiana. Second, it would complicate the matter of the subsequent remand of the individud
MDL ections back to the transferor court by introducing confusion as to which court isthe transferor
court in light of the fact that two substantive complaints—one in Louisanaand one in Indiana—have
been filed. Indeed, taking this to the extreme, amaster complaint, if given the status of atraditiond
complaint, could be used to circumvent the remand requirement of 28 U.S.C. § 1407 by substituting
itsdf for dl individud actionsfiled in the MDL and thereby frudrate the intended effect of that Satute as
recognized in the Supreme Court's decison in Lexecon, Inc. v. Milbreg Weiss Bershad Hynes &

Lerach, 523 U.S. 26, 39 (1988).% In light of these concerns the master complaint should not be given

6 The Lexecon decision concerned the propriety of self-referrals of MDL consolidated
cases to the MDL transferee court pursuant to 28 U.S.C. 8§ 1404; however, the basis of the decison
liesin the Court's resolution of the tension between a broad reading of the MDL court's pretrid
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the same effect as an ordinary complaint. Instead, it should be consdered as only an adminigrative
deviceto ad efficiency and economy.

Having concluded that the master complaint filed in this case and in this Court ismerdly a
procedural device, the Court looks to the specific action brought before the Court for class
certification, namely the Indiana complaint, to determine which state's choice-of-law rules gpply. Since
Indianais the forum state, the Court must ook to the Indiana choice-of-law rules to determine which

sate's substantive law applies to the putative class.

2. Application of Indiana Choice-of-Law Rules

In this case the complaint assarts numerous clams based generaly on common law negligence,
fraud, and products liability theories. Because these clams are most closdly associated with common
law tort theories, they are subject to atort-based choice-of-law anayss.

Indianaisalex loci delicti state. In all but exceptiona casesit gppliesthe law of the place
where the harm occurred. In re Bridgestone/Firestone, Inc., 2002 WL 831990 at *2 (7th Cir.)
(cting Hubbard Manufacturing Co. v. Greeson, 515 N.E.2d 1071 (Ind. 1987)).

In its choice-of-law andysis of tort cases, Indiana gpplies atwo-step approach. Land v.
Yamaha Motor Corp., 272 F.3d 514, 516 (7th Cir. 2001). Firt, the court determinesif the place of

theinjury isggnificant. 1d. If itis, thelaw of that state gpplies. 1d. Only if the court finds that the place

authority and the Pandl's remand obligation under § 1407(a) based on the Statute's legidative history.

In recognizing alimitation on the power of the transferee court to self-refer cases, Lexecon's message is
relevant to the use of amagter complaint insofar as a master complaint filed in the MDL court may be
used to replace al § 1407 transferred actions such that the transferee court becomesthetria court for
al cases.
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of injury isinggnificant does it move to step two which requires the court to consider "other factors
such as: 1) the place where the conduct causing the injury occurred; 2) the resdence or place of
business of the parties, and 3) the place where the rdationship is centered.” 1d. at 516-17 (citing
Hubbard, 515 N.E.2d at 1073).

In this case the dleged injury suffered by the putative class membersis the increased risk of
experiencing a cardiac event as aresult of QTc prolongation caused by the ingestion of Propulsid. The
ingestion of Propulsd isthe last event that rdates to liability. Putting aside the question of whether the
aleged injury resulted from long-term use of the drug or from limited or one-time usg, it is clear that the
injury or harm occurred in the states in which the drug was ingested.  Since the putative class conssts of
individuas from virtudly every jurisdiction of the United States, Indiana's choice-of-law rules would
make gpplicable the substantive law of every state in which a putative class member ingested Propulsid
unless the fact that the drug was ingested in a particular place is consdered inggnificant in terms of
lighility.

Pantiff arguesthat this Court in applying Indianas choice-of-law rules should consder the last
event, namely ingestion of the drug, asinggnificant and proceed to step two of the andysis thereby
applying the other factors mentioned above. In thisregard, plaintiff notes that the defendants are
headquartered in New Jersey; the wrongful acts occurred in New Jersey; the drug was manufactured in
New Jersey; corporate decisions regarding the marketing of the drug were made in New Jersey; the
sdes and marketing materids were devel oped and gpproved in New Jersey; the drug warning labels
were developed and gpproved in New Jersey; and finaly the decision to maintain the drug on the

market despite the rigng death and injury toll was madein New Jersey. Plantiff dso relies on the
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digtrict court opinion in Bridgestone/Firestone wherein the digtrict court held that because each plaintiff
would have suffered the identical injury wherever he or she purchased or used the defective tire or
vehicle, the place where the tort manifests itself other than the point of manufacture and marketing has
little connection to the tort clams and is, therefore, inggnificant. 1n re Bridgestone/Firestone, Inc.
Tires Products Liability Litigation, 155 F.Supp.2d 1069, 1081 (S.D. Ind. 2001).

The Bridgestone/Firestone case arose out of the abnormdly high fallure rate of Firestonetires
ingtdled on Ford Explorer sport utility vehicles. In Bridgestone/Firestone, buyers and lessees of sport
utility vehicles that were equipped with Firestone tires brought severd class action complaints agangt
the tire manufacturer and the vehicle manufacturer. In the master complaint filed in thet litigation,
plaintiffs asserted clams for breach of warranty and consumer fraud againgt Ford (a Delaware
corporation with its principa place of businessin Michigan) and Firestone (an Ohio corporation with its
principa place of businessin Tennessee). In goplying Indianas choice-of-law andysis, the didtrict court
concluded that Indianawould sdlect the law of Michigan asto the claims asserted againgt Ford and the
law of Tennessee asto the claims asserted againgt Firestone, regardless of the residences of the
plaintiffs and regardless of where the plaintiffs purchased the defective tires or vehicle. The didtrict
court reasoned that the place of purchase or place of injury was insgnificant and that the only locations
of importance were the headquarters of the defendants because (1) the defendants sold their products
in every gate in the nation and (2) each plaintiff would have suffered the identicd injury regardless of
where the products were purchased or where the plaintiff resded. 1d. at 1081. Finding that the place
of injury was inggnificant, the court congdered the factors set forth in Hubbard Manufacturing Co. v.

Greeson and concluded that the laws of Tennessee and Michigan should be applied because the
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products were designed there and important decisions about disclosures and saes were made there.

The United States Court of Appeds for the Seventh Circuit reversed the decison of the didtrict
court. Inre Bridgestone/Firestone, Inc., 2002 WL 831990 (7th Cir.). Noting that Indianaisalex
loci delicti gatein dl but exceptional cases, the appedls court observed that not once since the Indiana
Supreme Court's 1987 decision in Hubbard has Indiana applied the law of a state where a product
was designed, or promotional materids drafted, to a suit arisng out of an injury in Indiana dthough the
court has had many opportunitiesto do so. Id. a *2. According to the appeals court, "Indiana and this
court have routindy applied Indianalaw when injury caused by a defective product occurred in Indiana
to Indianaresdents.” Id. (dting Land v Yamaha Motor Corp., 272 F.3d 514, 517 (7th Cir. 2001)
and Morgen v. Ford Motor Co., 762 N.E.2d 137 (Ind. App. 2002)). Finding that the Indiana lex
loci delicti anaysis would select the subgtantive laws of every sate in the nation, the gppedl's court
decertified the class on the grounds that a Single nationwide class would not be managesble.

As mentioned above, the place of injury in the instant case is each state in which the individua
class membersingested Propulsid. Consdering the fact that Propulsid is a prescription drug which
necesstates the involvement of a physician, the place of injury issgnificant. Indeed, the behavior and
knowledge of the treating physicians may be of great importance to thiscase. Furthermore, there are
other issues of lega sgnificance which are location specific such asthe effect (and effectiveness) of the
warnings issued by the defendants as well asthe legd sgnificance of the defendants practice of direct
marketing of Propulsd to users. Therefore, to the extent that the geographic location of the injury
mattersin thelex loci delicti analyss, it can not be said in this case that the locations fixed by the

ingestion of Propulsd are insgnificant. Accordingly, the Court concludes that Indianawould sdect the
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law of the states in which the drug was ingested as the law gpplicable to the class members cams.
More likely than not this would be the law of the state in which each putative class member resides or is
domiciled. Since the putative class membersin this case hal from virtudly every sate in the nation, the
Court must decide whether a nationwide class action brought under Rule 23(b)(2) is certifidble asa
class action when the laws of virtualy every jurisdiction are gpplicable.” Clearly certification would be
unlikdy if it were sought under Rule 23(b)(3) in light of the "predominance” requirement. Indeed, the
Fifth Circuit in Castano v. American Tobacco Co. observed that in multistate class actions, "variations
in state law may swamp any common issues and defeat predominance.” 84 F.3d 734, 741 (5th Cir.
1996). The present case, however, is brought for certification under Rule 23(b)(2). The questionis

whether this changes matters.

C. Certifiability of the Nationwide Class Action under Rule 23(b)(2)

In determining whether the ingtant action may be certified as a class action under Rule 23(b)(2)
it is necessary to congder the following issues: (1) whether the monetary relief sought by the putative
class predominates over the injunctive relief sought and (2) whether this class action would be

manageable in light of the gpplicability of the laws of multiple jurisdictions.

1. Whether Monetary Relief Predominates over the Injunctive Relief Sought

In this case plaintiff seeks the creation of a court-supervised trust fund to finance a medica

/ Having concluded that the law of New Jersey is not the only law gpplicable to the
nationwide putative class, the Court need not address whether the application of one ate's substantive
law to the entire class would be condtitutiond.
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monitoring program (including a nationwide clinical study of the long-term effects of Propulsid) as well
as redtitution of al monies acquired from the sale of Propulsd to the class members, compensatory and
punitive damages in an amount to be proven at trid, and pre-judgment and post-judgment interest.
Pantiff further seeks an award of costs and expenses of thislitigation, including attorneys fees.

In Allison v. Citgo Petroleum Corp., 151 F.3d 402 (1998), the Fifth Circuit recognized that
monetary relief may be sought in addition to injunctive rdief in class actions certified under Rule
23(b)(2) provided that the injunctive relief is the predominant form of relief sought for the class® There
islittle discusson by the Fifth Circuit or any gppellate court asto what it means for a particular form of
relief to be predominant. The court in Allison looked to the Federal Rules Advisory Committee Notes
for guidance but found that the notes "make no effort to define or explain the concept.” Id. at 411.
After consulting dictionaries and commentators to no avail, the Allison court turned to “the principles
and assumptions’ underlying the (b)(2) class action and reached the following conclusons:

[M]onetary relief predominatesin (b)(2) classactionsunlessitisincidenta
to requested injunctive or declaratory relief. By incidental, we mean
damages that flow directly from liability to the class as a whole on the
dams forming the basis of the injunctive or declaratory relief. 1dedly,
incident damages should be only those to which class members
automaticaly would be entitled once ligbility to the class (or subclass) as
awhole is established. ...[SJuch damages should at least be capable of
computation by means of objective standards and not dependent in any

ggnificant way on the intangible, subjective differences of each class
member’s circumstances. Liability for incidenta damages should not

8 Rule 23(b)(2) is slent as to whether monetary remedies may be sought in conjunction
with injunctive or declaratory relief. The Advisory Committee Notes on Rule 23 state that class
certification under (b)(2) "does not extend to cases in which the gppropriate final relief relates
exclusvely or predominantly to money damages.” Fed. R. Civ. P. 23 advisory committee notes. This
commentary implies that the drafters of Rule 23 believed that at least some form or amount of monetary
relief would be permissible in a (b)(2) classaction. Allison, 151 F.3d at 411.
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require additional hearings to resolve the disparate merits of each
individud’s case; it should neither introduce new and substantia lega or
factud issues, nor entall complex individudized determinations. Thus,
incidenta damages will, by definition, be more in the nature of a group
remedy, consstent with the forms of reief intended for (b)(2) class
actions.

Allison, 151 F.3d at 415 (citations omitted).

In the present case the monetary claims are "dependent in a significant way on differences of
each class member’s circumstances.” They will require additiona hearings to resolve the "disparate
merits of each individua’scase” There arelikdly to be "new and substantid legd issues’ presented
because each state’ s law will have to be andyzed to determine whether such monetary awards are
dlowed and, if so, under which legd theory, and aso whether the claims are subject to any legd
defenses. Applying the principles annunciated in Allison, it is clear that the monetary claims asserted by
plaintiff "predominate.” Consequently they are not recoverable under 23(b)(2) and must be stricken.

Perhaps in anticipation of the complications caused by seeking monetary reief, plaintiff indicates
that she iswilling to aandon her claim for monetary relief if it presents an obstacle to class certification

under Rule 23(b)(2). For reasons discussed below, the Court finds that even if plaintiff's clam for

monetary relief is set agde, there are other issues which make certification problemétic.

2. Whether this Class Action is Manageable in Light of the Applicability of the
Laws of Multiple Jurisdictions

A class action may be certified under Rule 23(b)(2) when the opposing party "has acted or
refused to act on grounds generdly gpplicable to the class, thereby making fina injunctive relief or

corresponding declaratory relief appropriate with respect to the classasawhole” Fed. R. Civ. P.
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23(b)(2). Inthe present case, plaintiff argues that the defendants conduct is generdly gpplicable to the
class. Plaintiff explains that the defendants marketed, promoted, and distributed Propulsid on a
nationwide scde while a the same time suppressing and hiding the harmful effects of the drug and in this
way acted on grounds generdly applicable to the class of Propulsd users. On this basis, plaintiff seeks
injunctive rdief in the form of the establishment of a nationwide medicad monitoring program, including a
nationwide clinicd study of dl former Propulsd users.

Viewed from apurdy practica perspective the creation of anationwide class in the present
case would seem to be an gppropriate if not a necessary vehicle for achieving the remedy sought by the
plantiff. To have any saigticd meaning amedica monitoring program, which includesaclinicd sudy
of former Propulsid users, would have to be carried out on anationd scde. Any smdler or regiondly
based group would jeopardize the accuracy of the results and the efficiency of the program. But
practicdity doneis not sufficient to judtify a court ruling. The remedy sought must be both managegble
and timely for judicid action.

In Castano, the Fifth Circuit held that in multistate class actions, variations in date lav may
swamp any common issues and defeat predominance. 84 F.3d a 741. Of course, the Castano court
confronted the issue of the certifiability of a nationwide class under Rule 23(b)(3), whereas the present
caseinvolves aclam under (b)(2). Unlike Rule 23(b)(3), Rule 23(b)(2) does not expresdy require that
issues of law or fact common to the members of the class predominate over any questions affecting
only individud members. Rather, what is required under (b)(2), in addition to satisfying the
prerequisites of Rule 23(a), is afinding that the "opposing party has acted or refused to act on grounds

generally applicabletotheclass. .. ." Fed. R. Civ. P. 23(b)(2) (emphasis added). The statute and
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case law are dlent as to whether grounds which are generdly gpplicable to the class must involve
common legd rights aswell as common facts.® According to one noted authority, "[w]hat is necessary
isthat the challenged conduct or lack of conduct be premised on aground that is gpplicable to the
entireclass”" See 7A Wright & Miller, Federal Practice and Procedure 8 1775, at 456 (2d ed.
1986) (emphasis added). The question posed by the present case is whether the defendant’s conduct
can be “generaly gpplicable’ to the class when the legd rights asserted by the class members derive
from various and different sate lavs”

The answer to this question liesin the purpose or raison d'etre of the genera applicability

o In determining whether to certify a class seeking injunctive or declaratory relief under
(b)(2), the courts often speak in terms of homogeneity and cohesiveness of the clams and interests of
the class. See Allison v. Citgo Petroleum Corp., 151 F.2d 402, 412 (5th Cir. 1998). The underlying
premise of the (b)(2) classisthat its members suffer from a common injury properly addressed by
dasswiderdief. Id. a 413. The very nature of a (b)(2) classisthat it is homogenous without any
conflicting interests between the members of the class. Holmes v. Continental Can Co., 706 F.2d
1144, 1155 (11th Cir. 1983).

Defendants suggest that three factors must be considered in determining whether thereis
cohesiveness. Fird, whether the plaintiff can establish entitlement to injunctive relief with respect to the
classasawholein asingle unitary trid. Second, whether the case would be managesble at such a
unitary trid. Third, whether or not there are Sgnificant individud interests that could counsd againgt
certification as a class action.

The Court finds that these considerations are helpful in determining whether the (b)(2) classis
cohesive.

10 In this case, having determined that the law of virtualy every jurisdiction will gpply, it is
very unlikdly that the state law claims of the putative class memberswill be the same. Indeed, some
states may dlow for medica monitoring while others may not. Some states may provide an affirmative
defense to the defendantsin this case, such as alearned intermediary defense. Furthermore,
consdering the array of laws applicable to the putative dass, it is quite possble that in some
circumstances individua issues will be of such significance that the action would not be managesblein a
unitary trid. Therefore, acrucid issuein this case isto what extent if any does the clam for medica
monitoring depend upon individud issues. Barnes v. American Tobacco Co., 161 F.3d 127, 138 (3d
Cir. 1998).
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requirement. Therequidte of generdly applicability has sgnificance not only in defining the involved
group but aso ensuring the managegbility of aunified trid. The need for manageahility at trid which has
been clearly recognized by the Fifth Circuit and other circuitsin (b)(3) actions dso exigsin (b)(2)
actions. The gpplication of multiple Sate laws to a class makes manageability more difficult in both
(b)(3) and (b)(2) class actions.

Higoricdly, the Rule 23 (b)(2) class action has been utilized by aggrieved societd classesin
seeking classswide relief from various forms of discrimination and other aivil rights violations. See
generally 7A Wright & Miller, Federal Practice and Procedure 8 1775 (2d ed. 1986). Typicaly,
these class actions have asserted clams under the U.S. Condtitution, the Civil Rights Act, and other
federa statutes. 1d. at 472-92. In contrast to the present case, those (b)(2) classes proceeded under a
uniform rule of law, very often afedera law. However, in this case numerous and potentidly conflicting
date laws are gpplicable to the putative class.

Haintiff suggests that the difficulty of manageability may be dedt with through the creation of
subclasses and the use of smple jury ingtructions and questionnaires. Plaintiff points out that the court
inIn re Diet Drugs Products Liability Litigation, 1999 WL 673066 (E.D. Pa.) resolved asmilar
difficulty through the establishment of subclasses according to variationsin sate law. Plantiff in that
case sought certification of a nationwide class under Rule 23(b)(2) for medicad monitoring relief.
Following a choice-of-law andyss, the didtrict court concluded that the substantive law applicable to
the putative class was the law of the jurisdiction in which each class member was prescribed and
ingested the diet drugs. Defendants argued that the State law gpplicable to each class member varied to

such a degree asto render class treatment ingppropriate. Nevertheless, the district court concluded
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that the application of numerous and potentidly varying Sate laws to the class did not render class
trestment unmanageable nor did it destroy cohesion of the classclams. Id. a *16. In an effort to deal
with varying state laws, the court declared that it would conditiondly certify the class and establish
subcl asses dependent on whether the dements of medicad monitoring and/or the underlying legd action
differ dgnificantly. Id. It should be noted that at the time of the Diet Drugs certification order, the
plaintiffs had not briefed the issue of varying state law because they were proceeding under the
assumption that Pennsylvania law would apply to the entire class. The digtrict court, therefore, ordered
briefing on the issue of varying sate law with the understanding that the court's certification order would
be modified as required so as to create a number of subclasses based upon the variance of both
medicd monitoring law and differences in the underlying dlams of gtrict lighility, negligence and breach
of warranty.

Conditiona certification of a class action involving multiple date laws without analyzing the
effect of this variation on the manageability of the trid is not permitted in the Fifth Circuit. The Fifth
Circuit Court of Appeds has rgected the notion that a district court may defer considering variationsin
date law in order to conditiondly certify aclass. Rather, what is required isthat the district court
consder the sgnificance and impact of variationsin state law on the managesability of the classina
unitary trid before cartifying the dass. See Castano, 84 F.3d at 741. In order to makethis
determination, the district court must ascertain to what extent the numerous state laws vary and to what
extent thiswill effect the managegbility of the dass at tridl.

AsintheDiet Drugs case, plaintiff in the present case, as of the date of the closng of the

record in the motion for class cartification, has not briefed the variations in the numerous sate laws
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which apply to the putative class having operated under the assumption that the law of only one
sate—New Jersey—would be applicable. Thus, the record in this case does not presently contain any
review or summary of the various gpplicable or rlevant Sate laws. In fact, it isunclear exactly how
many different sate laws are gpplicable or for that matter whether these laws may be grouped into a
smdler number of more manageable categories. See, e.g., In re School Asbestos Litigation, 789
F.2d 996 (3d Cir. 1986); see also Castano, 84 F.3d at 742. Furthermore, variationsinvolving proof
of causation, the effect of warnings, the sgnificance of the defendants direct marketing to consumers,
and other Smilar issues may swamp any common issues and defeat cohesiveness. In any event,
whether varigionsin sate law will defeat manageability isa best uncertain. Thusthe plantiff hasfaled
to carry her burden of establishing the prerequisites for class certification.

In addition to the problems of manageability, the issue of the timeliness of the requested remedy
presents a Sgnificant obstacle for the plaintiff. Nether the FDA, nor any medica organization or
indtitution, nor anyone ese for that matter, except the plaintiff’ s expert, has recommended or suggested
that a program of medical monitoring or a group study of dl former Propulsid users be undertaken.
Thisraises the issue of the role of the courtsin such an ingance. Stated succinctly, the question is
whether the courts should lead the scientific community in an area of medica science.

Inthe Diet Drugs Products Liability Litigation, the court certified a class for medica
monitoring to determine if an injury existed in former users of the diet drug combination. But in Diet
Drugs, various forms of medica monitoring were first recommended by the United States Department
of Hedlth and Human Services. These recommendations were developed through cooperation among

the United States Food and Drug Administration, the Nationd Ingtitutes of Hedlth in consultation with
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the American Heart Association, the American College of Cardiology and the American Denta
Association. The American College of Cardiology and American Heart Association dso issued pardld
recommendationsin view of the potentidly serious public hedth implications of FervPhen exposure. Al
of these indtitutions recognized the potential harm of the diet drug combination. However, in the present
case there is an absence of recommendations from the medical community regarding the need for a
medica monitoring program or aclinica study of the effects of Propulsd on former users. Insuch a
gtuation the courts should not attempt to fill the void. "The courtroom is not the place for scientific
guesswork, even of theinspired sort. Law lags science, it does not lead it." Rosen v. Ciba-Geigy

Corp., 78 F.3d 316, 319 (7th Cir. 1996).

[1l. CONCLUSION
For the foregoing reasons,

IT IS ORDERED that the plaintiff's Motion for Class Certification be and hereby is DENIED.

New Orleans, Louisana, this 4th day of June, 2002

/9 Eldon E. Fdlon
UNITED STATESDISTRICT COURT JUDGE
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